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. Describe event or problem 

= 9. Att MANUFACTURERS ,_l. 

1. Contact office - name/address 2: Phone nl!aIber 

Purdue Pharma L.P,. 
C203) 8!v+-7280 

700 Connactfcut Ave. , 3. R rt Source 
Wornatk. Cl "56850-3590 ,%%k all that 

. 

r 

. . 

Ratavant tecta/iabwetory date, incLudinD dates 

RELEVART TESTS/DATA: URKNW 

Other relevant history, including preexist. med. cwditiona 

Ceryfcai redicutopathy 

, 

coriiuner 
health 
profets~wal 
user facility 
CwnpeW representative 
c4;gib~~tor 

: 

/al Ini: C Jpltwup~ HmuP 

9ati reportnmber 
I I 

1-E. JNITIAL REPORTER r' 

l ,Nm%a&@$&$jm# . 

2. Health 3. Occuption~ ,, 4. Initiat reporter 
professional? also sent report 

to FDA 

cxl yes I 3 no PHYSICIAN I dyes c fno rxlmk 
. Mfb INFO ASSOC Sukinisrion of a r 

Fa&imile 
admission that 

zt does not constitute-an 
we1 personnei, user faeltity, 

Form 35ODA 
dtstributor, mswfacturer or product caused or 
contributed to the event. 

. . ' Page 13 
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FDA Approved 11/08/93 

MEWATCH Purdue Phama L.P.' 
Mfr report # 990628 

UF/Diot rewrt # I 
/ ! t 

. 
.rE FDA HEDJCAL PRODUCTS REPORTING PROGRAM Page t of 1 FDA Use Only 

-- 

i/’ 

3. Date af event 11/16/1999 4. Date af this Rept 01/05/200 

5. Wescrlbe event or probletn , 1 

A female patient experienced continuous neusea and vomiting 
over a two week period in 7999 white taking DxyContin 
[controlled-release oxycodone hydrochloride) 40 mg every 8 
to 12 hours far an~nspecified tndfcetfon. Starting in 
NOW9, after havin 

B 
been taking Ox$mtin for a 

9 
roximetely 

six we.eks, the pat ent started experiencing eont nuous s 
nausea and vomiting for two weeks. A 
riegative. The patient has been qsing F 

regnanty test was 
henergan 

(promethazine) to treat the synptans. Reported!y, she has 
had good pain control with OxyContin. The ctinrcal outcome 
is unknown et this time. Additional Jnformetion is being 

'requested.' 

“4 
***Additfonal information received on 09OEC99 from the 
pharmacist reveqttithet the*petient is 0.32.year-old 

t. fate Who began taking OxyContin 45 mg every 8 hours on 
. lWJG99 Cnot aver 
' tieported) for I lli& 

8 to 12 hours in OCT99 es previously 
r stenosis. On lWV99, the patient 

experienced continuous nauaea.ancJ vomitin 
patient was given an raspecifled dose of 
tmetocLaoremrde> and the mtc#s abated. 

~~J~cwteW. the 

No further 
information was-provided. . ' 

, 

6, , R&event tests/laboratory data; including dates 

RELEVANT TESTS/DATA: A pregnancy test came back negative. 
I 

7. other televant- history, including preexist. med. conditions 

I I I 

-6. ADVERSE EVENT OR PRODUCT PROBtEM A- 

1. tX3 Adverse Event and/or Cl Product probtem 

2. outcomes attrib, ta event t I disabilitv 
t 3 death 

&&devfw) 
r 1 congen anbmaly 
t I reouirad intervention 

C 3 Life-threa&iing"W'- 
c 3 hospitailration - 

to ‘prevent perm dmege 

inifial or prolon,ged 
C I other: 

1 I Mane, address & phone # 

MEir JNFO ASsfX Submission of a report does not coI%itUte 8R 

Facsimile 
achission that medical personnel, user facitity. 

Form 3fDOA 
distributor, manufacturer or product caused or 
contributed to the event. 

Page 

C. SUSPECT M&fJlCAfJON(S) I- 

1. lame (give labeled strength L mfr/laWer, if known) 

fl OxyContin CR Tablets, &D IIXI Coxycodone hydrochloride) 

I 4. Diagnosis for use (indication) 5. Event abated after 
or dose 

#I LUMBAR S?ENoSJS 
I 

z;sto 
ed3 

ped 
t I 

- #I E IyeS t 3.110 C!tlN/A 
4. Lot # (if known) 7. Exp. Date # I lyes C In0 1. IN/A 

#f tnftcu~ 
# 

8. Event reappeared 
after reintroductIor 

1 4 A 
9. NOC # for prod problems only 

#l 1. fyes t lno tXIN/A " e # E IYes c In0 c IN/A 
IO. Cc+?cenritant medical products and therapy dates 
ZOLWT <SERTRALINE HCL> Cfrun 11/'10/1999> 

_ 

'm 0. ALI. MANUFACTURERS -7 

1. Contact office - name/address 2. Phone nunber 

Purdue Pharrna L.P,. 
C20.3) 854-7280 

?&IO Cotmecticut Ave. . 3. Re rt Source 
Norwalk, %T '06850-3590 (c r eck at t that 

awb.1 
I3 foreign 
IJ S+I' 
;j ilzt;re 

. WI health 
4. Dapw;j;;&b Mfr. 5. 

CA)NOA# 20-553 
professional 

t I User facility 

6. lf INO, protocol + JND# 
'C I CowmY 

representative 
C 3 distributor 

PLA# I: 1 other: 

3. Occupation 4. InitisL reporter 
also sent report 
to FOA 

Ml yes c 1 no PdARMACIST t lyes E IM, U(I~k 

45 

._. .-- 
8003004942 

Produced by Purdue to the 0 - State of Connecticut 



/’ 
FDA Approved WD8/93 

ficl' 
MEDUATCH Purdue Phama L.P. 

.E FDA MEDICAL PRWWCTS REPORTWG PROGRAM Pege 1 of 2 
-- 

/,‘A. PATIENT INFORMATION -f I= C. SUSPECT MEDICATION(S) I- 

1, Name (give tat&d strer&h & m+r/lebeter; if known) 

b? bxycontin CR Tablets, 70 mg (oxkodone hydrochtoride~ 
#2 DURAGESIC (FEHTANYLI PATCH 

. Relevent testsfleboretory data, including detes 

RELEVANT TESTS/DATA: Thyroid studies revealed Lou thyroid; 
low blood oxygen. 

, Other relevant history, including preexist. med. conditions’ 

Foreign body removed from lung C19931: “other diseages of 
the tung, not elsewhere classlfied.V1 

2. He8lih 3. occupation 4. lnitiat reporter 
professional? 8tso sent report 

to FOA 
M& ‘INFO ASSOC Sutmission of a r rt &es not constitute an 

Fisfmf le 
s&~Ission that me tr cal personnel, user facility 

Fqrm 3SOOA 
distributor, menufectorer or product caused or 

’ contributed to the &vent. 

c 3 Yes IX3 no uNKNouN L 3yes c I~O CXlud 

Page’52 

i 1. Contact office - name/address 

Purdue Pherme L.P. 
fU0 Contictiwt Ave. 
Iforwatk, CT o685a-3590 

2. Phone nimber 
(203) 854-7280 

I----- 

3. R rt source 
(c eck all that T 
wW 

4.‘DWR@;Z$~ Nfr. 5. 
(ASNDA# 20-553 

6. If INO, protocol # SNIi# 
’ 

PLA# 

:zhLT.aP: iiT&pty> 

I I foreign 

i j G$ature 
1x3 consumer 

. t 1 health 
professional’ 

t I user feci Ii ty 
E 3 company 

representative 
C J distributor 
&I other: 

c 35.dsy L 315~day 

gfr-7938 [ 1 yes PHARHACEUTICAL,CO. 

product 
E lye6 

, 
C Ill)-day Uljperiodic 8. Adverse event tsrmW 

CXI Init‘ f l~llow-lJp ASTHEH IA 
SOMNOLENCE 

Psi;& reporti number 

~I E. INITIAL REPORTER 11 

1. Neme, address B phone’ # 

Produced by Purdue to the al - State of Connecticut 

8003004949 



Purclue Pharma i-p, 
Mfr. report # 990636 

Page 2 of 2 

35OOA Continuation Page 

clo. COOICU~ITANT MEDICAL PRCOUCSS (continued) 
ZANAFLEX (TtZANIOINE HYDROCHLORIDE) 

(6/1%9 to 11/10/1999 csToP’0)), 
. 

PERCOWT COXWZWNE/APAP1 WONtIN) 

. . 

. 

.f? 

Page 53 

8003004950 
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FDA Approved 11/08/93 

BEDWATCH 
-> : 

,h FDA MEDICAL PRODUCTS REPORTING PROSRAM 

Purdue Pherme L.P. 

Pew 1 of 1 

__A. PATIENT INFORRATION - mg. SUSPECT WEDICATIOBCS) ;I'\ 

1. Patfent identifier 2. A~Bn;E~~nt 3. Se% 4. uerght 1. Name <give Lebeled strength 8 mfr/labeler, ff known) . 
tbs 

Xl 0xyContii-r CR Tablets, 20 mg (oxycodone hydrochloride) 
.#2 OxyContin CR Tablets, 80 kg (o~~ycodone hydrochloride) 

2. Dose, frequency & rarte J.Therapy d&&if unk, give dur) 

1. 1X1 Adverse Event end/or LJ Product problem #I 20 MG OID PO - 511999 CSTDP'O) 

2. Fydzehattrib. to event t 3,disability 
Cl consenanomaty 
Cl re&rod intervention 

4. Diagnosis for use (indication) 5. Event abated after 

to prevent perm damage 
C.3 other: 

#I OSTEQARTHRITIS AND OSTEOPOROSIS 
zzped or dose 

#2 O~tESARTHRITIS At@ OSTEOPCR@tS 
f -#I C JYes IX1no.C IN/A 

I. Date of event II/1611999 4. Date of this Rept Cl/OS/2000 
4. Lot # <if known) 7. Exp. Date #2 C lyes lxlno c IN/A 

- f/l UNRRDWN 
i. Describe event or probLem #2 UNKJUDUN 

#I IJNKNOUN 
#2 

8. Event reappeared 
after reintroduction 

. Relevant tests/L&oratory data, including dates 

RELEVANT ~wmm: 
*ZtNWPPr COLONOSCOPY NEGA&E 
*29NOW9t BARIUM ENEMA <RE!ULTS.UNKNOWN> 

other relevant history, including preexist. med. conditions 

dISTORY OF STCHACH PROBLEMS, ASTHMA AND "STRESS" CNOY99) 
ASSOCIATEg TO A *HEART ATTACK" HER HUSBAND HAD. 

MED INFO ASSOC Subission of a report does not constitute an 

Facsimile 
admission that medtcel personnel, user facility 

Form 35DCA 
distributor, msnufecturer or prcduct caused or 
contrjbuted to the event. m__ rage 55 

C I health' 
4. Date Uecld by Mfr. 5. 

. 12/01/1999 <AlNOA# 20-553 
professional 

f 3 user facility 

I [Xlinit% 
c '$l Low-up I 

CORSTLP 
VOLvlJLUS 

9+ai report number 

m E. HUTIAL,REPORTER - 

'1. Name, addres& 8 phone # 

4. Initial reporter 
s44D.mt report 

I: Iyes I Ino Wlunk 

8003004952 
Produced by Purdue to the Office of the Attorney General - State of Connecticut 



FDA Approved 11/08/93 

MEDUATCH Purdue Pherma L.P. 
Rfr report # 990372 

1 
UF/Dist report # 

i Fq4 HEDICAL PROWCTS REPORTiNG PROGRAR Page 1 of 1 FDA Use Only -- 

I= C. SUSPECT HEDICATIO#(S) 1"' 

l..Name (give Labeled strength &mfr/labeler, ff known) . 
#l Oxyibntin CR TabLets, 40 mg (oxycodone hydrochloride) 
# 

2. Dose, frequency P route J.Therapydates(if unk, give dur) 

:' so ha (IB" Pa 
#f 6f7f1999 - 6/21/1999 (STOP'D> 

.# 
4. Dfa~noafs for use (indication) Event abated after 

tmo/dayfw> II 
t‘l Life-threatening 

reqGfred intei-ventfon 

[ T hospitalization - f 1 
to prevent perm damage 
other: 

initial of prolonged 

5. Decrfbe event or problem 

Purdue Pherma L.P. 
100 Connecticut Rv& 

6. R&evant tests/laboratory data, including dates 

RELEVANT TESTS/DATA:HOUE 

II 
. . I 

C IIO-day TXlperiodic 8. Adverse event term(s) 

7. Other relevant history, including preexist. med. conditions 

BED :IINFO ASSDC Submission of'a report does not constitute on 

Facsimile 
admission that medics1 personnel, user facilrty, 

Fdrm 3500A 
distributor, manufacturer or product c&mad or 
contributed to the event. 

Page 58 

8003004955 
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XLUAY ALERT RETORT -$ kv 
FDA Approwd 1?/0&‘93 

_* 
REDuAmi Purdue Phama L.P. 

, FDA EIEPIC& Pltm~ClS REPORTING PROGRAM pase 1 of 1 
-- 

Patim Mentifier 2. Age at event 3. Sex 4. weraht 
lks 

f 1. Name tgfve lab&d strength & cRfr/lakLer, ff known) 

I 
0%: 

W femde or 
r1 malo 

#I CMyCwtb CR Tablets, 80 mg kxywdme hydrochtorfde3 
w t 

& route 3.lheis~ dates<if ti, afve duf> 
? 

w B. ADVERSE fV&UT OR PRODUCT PRWLEH 2. Dase, frapmrsr 

CXJ Jldwirse Event a#or c I Praduct problua #18oI)oQ8fl PO #I- 
# # 

mtcmes ottrib. to event 
L 1 death 

t I disabflity 
c 1 colw~n 8ncelBlY 4. Di&moais for use Cfndfcatfon) 5. Evetit ahted after 

CmQldeY/YY3 
L 3 tifctkreatetjing 

use stqped or tfw 
reduced 

f 1 %w;?gf&d 

g ~~~~&~&F*~ $1 MIRONIC PAM 

bate of ewit 4. Date of this Rept ~O/&W?OOO 
6, Lot t Cff knounl 7. Exp, Date 9 r 3yes f 3n0 rxJNIA r lye8 5 Ino C IN/A 

f lJNanc4JN #t 
Beacrfbe event or probke8 a@ . 

8. EWnt ruqrpetared 
a+ter refntnxktion 

representatiw. No fWther informdan was pr&fdi?d. 

9. NM: # for prod probtaas’onty 
RI c Iyes E Ino WuiA w . # C lyes i lno I WA 

W.O.anitent mtdical prcduotle end therapy dates 

0. ALL RANUFWTWRS - 
office - naac/rrddress 

Relevent tests/l&oratory dete, tncluding dstes 
Relevant Teat6 and Laboratory Data: UN-. 

4. “&eReteReey #JfP. 5, 
WNDA# 20-553 

6. If SND, promcot P I#D# 
PLA# 

f 3 foreign 

fxl heitth . . 
c 1 G%my 
Mltarpany representative 
f 1 cffstrfbutar 
C I other? 

WInft L J$lLw-up 
9&f% report fvmber 

Other relevent history, including preaxfst. med. conditfcm m E. ;tWfTUL REpOgTER - 
UMKWDUN 1. Nemj!, sddr’ess&phawi# 

4. rnttiel rei3orter 
$s~fmt report 

Subais~im of a r8prt &es not canstit te 637 
acbisswn that medicat parsmt, user Litlty, NURSE E 3yes r It-m OtlllJnk 
dirtributor, manufaoturcr or product caused or i 

m’ves IJnQ 
contributed to the went. 

eneral - State of Connecticut .“-- .^ _. .....I.-- 

8003021842 



FDA Approved ll/DG/93 

l@ZDUATCH Purdue Pharma L;P. 

:* 
; FDA RGDICAL PRODUCTS REPCRTIRP PRDGRAR Page 1 of 1 

-- 

-1 

2. Fy$n;nhattrib. to event I: 1 dbability 
t3 ccrlgmlencia3ly 

ono~d3y/YY> 
I I lffe-threatening 

I 3 teqlmzd tnierventim 
#1 PAIN DUE TC LURG CANCER 

[ 3 hospitetizetion - 
to pi-went pefm damage 

I 3 other; R PAIN DUE TO LUNG CANCER 
initial or arolow2d 

3. Date of event llRG/l999 14. Date of this Ret% Q2fDSfZOOi II 
6. Lot # <if known> 7. bp. Date 

I 
WN,fA 

I-- ---- -- ~- -- 1 
. Describe event or problem 

I E ,.. I 8. Event resppeared 
after reintroduction 

trot R for prod probbleras. only 
m - . #I Wyas C Ino f IN/A 

82 I lyes f St-to tXIN.fA 

9, the 10. 
s 

Concomitant medical pchcts end ther y dates 
DggTLV\SONE; ISORDIL W3OSDREIDE), LAS1 ~FUROSEMIDE), "R 

I ?. Contect office - nmne/address 

Purdue Phsrma L.P. 
1 STARFCRD FDRlRl 
STAMFORD, Ct~O6901-3431 

Ted date. I1 I t 3 farefgn 

, Rolevent testo/laboratoIydata, inctti~ng dates 
RELEVANT TESTS/DATA: UNKNOWN 

Cl cowmnar 
m tlee1tll 

. Date Rec’d by Hfr. 5. 
01/27@Mo CAWDmM 20-553 

profession$ll 

. if MD, protocol # ItlD# 

5 ; ussa LltY 

representative 

PI&Y : 
7. T 
(chec afl 

f : $ts$hutor 

T re-1938 ~~&tpty, 
E 

r f yes 

1 ISday 1: lpdar $duct 
I IYes 

I ITO-day Wperlodic 8. Adverse event term(s) 

II IXl lnit [ 3pxPlp 
I 

ED!34 FACE 

II -I 

II 9io~;~i report nuaber 
I 

Other retevent history, including preexist. ned. conditions 

Metestatic squamous cell cercincma <Unknotm primary) 

MED INFO ASSOC Submission of a report does not CoiXtftute an 

Facsimile 
admission that mechcal personnel. user facility, 

Form 3500A 
distributor, rssnufacturer or procbct caused or. 
contributed to the event. 

Page 6 

8hi3027043 
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HEDUATCH Purdue Pharma L.P. 
f"‘% 

3 FOA MEDICAL PRCMJCTS REPORTING PROGRM .- Page 1 of 1 
-- 

(4. UeMt ., 111. Mama Cgive labeled strength &'kfr/labaCer, if known) 

adt I femaleI or #I OxvConrin CR Tablets,,80 m&j (oxycwlona hydrochtorida) 
Zontin CR TaMets, 80 lag <oxycodone hydrochIor3de) 

2. Dose, frequency & route 13.Therapy c&&&if unk, give dur) 

-__. .-. 
h L I conGsrl aflixaaty 114. Diagnosis for we <indication) IS. Event abated after 

A 36-year-old male experietwd extreme nausea end pin in 9. 
his stcmaeh en an unap?+cifFed date whita-taki n# MtysMtin 

NW # for prod prcbkna onty 

(controlied-release oxywdorw hydrochtorrde) 1 
#3 t 3ya.s C lno tXlU/A * w 

six hours for back pain. 
0 mg every 

rtwortedlv. the natfent had an 
#Z Elyw Clno CXIWA 

autumbile accident on an I tikefflkll date-and therapy wfth 
?9. The reporting phartnaclst 

II 

10. Concomftant medical products and therapy dates 

3s experienced axtrema nausea and 
VALlLW~DIAZEPAM) (froni 6fUf1999) 

II 

I furtheb inform&tici\ was provided. 

6. Relevant ~testsllaboatory data, including dates 

Relevant Tests and Laboratory Data: UNKNOWN 

l!“---- 7. Other relevant history, including preexist. med. ccnditions 

Additional information received V&.00 irdfcetes the 
patient is sensitive to NSAIOs Cncwcterioidal 
antifnflsmatory drugs). 

Naa, addrws & phone # . 

2. Health 

I 

3. Occupation 4. Snitial reporter 
prefaasional? also sent rep*rt 

to FDA 

! w yea c 1 no PHARMACIST 
MED INFO ASSOC Sut#nissicn of a P 

maF 
rt cbea not conswtute an 

admission that 
Facsimile 

lcal personnel. user facility, 

Form 35OOA 
distrfkrtor, manufacturer or product caused or 
contributed to the event. 

Page 56 

8003027093 
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FDA Apprcved II/W93 

f@-? 
HEDUATCX Purdue Pharm L.P. 

rnc FDA HEBTCAL PRODUCTS REPORTING PROGRAM Page 1 of 1 
m- 

m A. PATIENT INFORNATJDD wa-1 

f. patient identifier 2. Aq&e;~;nt 3. Sex 4. Deight 
Lbs 

OZL 3 ilizte z6.9 kgs 

3. Bate of evant 5/2W!OOO 4. Date of this Rept OZ/O8~2CJOi 

5. DescrTbe event or problem 
A felPale patient experienoed intractable nausea while 
taking OxyConffn (eontrotled-releeea oxyeodone 
hydrochloride) for three months for m uns 

tr 
cfffed 

irdicat90nL Dose strength and 6pWIfic . erapy dates Were 
not Specified. The reportlng physician related that 
anti-emetics did hot heipthe conditfon. 
suftchad to Duragesic (fentan L) and the e 

Thetgt:?nnas 

This case nas reported by a &yGicien in t&?United S&es 
via a.ccinpany reprasenta ive. No further information was 
E-!G B%nal information received on 17OCTDD from the 

The r 
ego 

rting physician assaased cauhality of-the went aa 
uproba Lye related to DxyContin 

, Relevant tests/laboratory data, incttifng dates 
Relevant iasts and Laboratory Data: UNKNOWN 

Other relevant history, including preexist. .rcacL conditions m E. INfTlAt REPORTER m 
Chronic hip and 
headaches- mitra t? 

ivic pain- multfple’scterosfs; migraine 
valve prolapse; Irritable bowel syndrorae; 

degenerattva disc disease of the Iumkm spine 

1, Nme,addrass &phone# 

.h C. SUSPECT HEDICATION<S) !-‘I 
Ir 

L.uenre (give l&&d strength 8 mfr?tebeler, if J@wwn) 

I f oxVcbntin ER Tablets, ,lO mg (oxyc&one hydrochloride) 

2. OOS~, frequency & route 3,Therepy ,dateHif ti, give dur) 

,$l 10 MO 2-3flAY PO #I S~CI~OOQ - 6/12/2ooO CSTOP’D> 
f 

I- 
4. Diagnosis for use Cindfcatfm> 5. Evmt abated after 

#I NON-MALIGNANT PAIN 
y&spped or dose 

% 

IO. concomitant medical roducts anl theraPY dates 
INDEW (PROPRANOLOL) &QRTIH, 

= &. ALL XAUUFACTURERS - 

I. COfltaiOt office - name/address 

Purdue Pham L.P,, 
1 STAMFORD F&U+4 
STAMFORD, CT'O6901-3431 

-91 
!. Fhone rwaber 
(203) 588-8000 

c I foreign 

! 3 SfZature 

M zzt T 
professiqn.+ 

1g UserpLltY 

rapreymtative 
; ; cik&x&tor 

: 

-I 
IlO-day Ixlpertodic 8. Adverse event ted*) 

Mfr. rqaort nwnber 
ho350 

W yes I I 110 PHYSIClAM I lyes C In0 tXlO& IEO WFO ASSOC Submission of a re ort &es not COnStitUte an 
admission that med cat P 

Facsimile 
personnel, user facility, 

Form 35OOA 
distributor, manufacturer or product caused or 
contributed to the event. 

Page 76 

2. Health 3. Occupatiq 4. lnitiat reporter 
profeesional'? also sent report 

to FDA 

8003027113 
Produced by Purdue to the - State of Connecticut 



FDA Apprwed II/W93 

*1 
REDUAfCH Purdue Pharma L.P’. 

. . ..d FDA MEDICAL PRODUCTS RSPORT?NG PROWJ4 Pege ‘I of 3 -- 

4/30/?999 - 9/12f’i999 (STOP’D) 

* ~epqwng myslcran relates fmt oxwntln uas prescrwea 

L 

MED 

:: 

. Relevant test$[aboratory data, Including dates 
ve;vant Tests end laboratory Data: GWcose ~oterance 

: Cmpatrble wtth reactwe hypoglycemia. 

Other relevant history, including preexist. med. conditiona 

INFO ASSOC Sutxnission of a r rt does not constitute an 
lcsimi Le 

tiission that m 3 lcal parsonnat, tsar facility, 
mo 350llA 

distributor, mnufacturar or product caused or ‘ 
Contributed te &a a\~-+ 

i [ 3 forelgn 
t 1 snrdv 
E I Literature 
r 3 .3wu?ler 

4. Date Rec’d by Mfr. 5. 
w healfiT 

07/04/2000 <AIUDA# 20-553 
6. ff 3ND, protocol # fNo# 

PLA# 

I 3%day C 3 U-day 

I 
. . 4 

C 110~day Wperiodic 8. Adverse event term&) 

I 9i&% report n&w 
I 

.-..-. 
SYNCOPE 

wDNTINuEDl I 
m 2. ENITIAt REPCWER I-ml 
1. Narae, eddress & phone # 

2. Health 
professional? 

3. Occupation 

IX1 yes C 1 no PXYS~CXAN 

102 

Produced by Purdue to the 
8003027139 

al - State of Connecticut 



HEWATCH 
P-i 

..,d FDA MEDZCAL PRODUCTS REPORTING PRGGRAM 

Purdue Phama L.P. 

Page 2 of 3 

Mfr repel-t # -200406 
. I 

FDA Use Only 1 

1. t I Adverse Event md/or 

2. FFdzhattrlb. to event [ I dtsebility / 

08ofdeY/Yy) 
t I cow3n an#laLy 
E J requFred intervention 

4. Dfagnosia for use (indfcation) 5, E&w abated after 

. C  I Life-threat#rlng 
ped or&se 

C I ho+pftaltzatEon - 
to pravant pare damage 

Fet 
e? 

~nrtwil or prolonged 
L 3 othert 

#3 UNKNW 
# 

*#$ c Iyes t In0 rY-'- 
- 3. Date of event 6. LOX I <if kmun) 7. Exp. Date # c IYes I Jm r 

5. Describe event or problezn F 
. 8. Event reappeared 

after refntroduction 

recollection of the events that transpired frm when she 
uas relfeved of her nursi duties and when she was 
awakened, having been fa asleep on the floor. 

9. HDC # for prod problems only 
The 

pi t lyes i lno KIN/A 
m 

rqwring ~ysidan relates that there were no contusions 
g C lye6 t Jno C IN/A 

and the patient had not been incontinent z-.-s ..*A%. ---A_ L--_ -__1_1_*1_. __A.-- . ..! The patient ws _. L-b--. 10. Concemitant prtrdical pro&cts and theraW d8ces 
~cuno wrn cancy wars parrlsrrymeeron. ao ckinicat 
evatueticn was performed foliournS her episode of 
mc~nscio~~snesb, other than a urine toxicology screen, 
which reverted the eresenee of prescribed In&cations. 
Reportedly, the trent 
reporting physic an relates that the reported events were F” 

had a cmplete recovery and the 
probably retatedto the drug therapy. 

II 1. Contact offtce - name/eddress 
Purdue Pharm LIP, 
1 STA#foRD F#$/?4 
STANFORD, CT~iWGl-3W 

’ 6. Relevant tests/laboratory data, including &tea 

2. Phone rtmbw 
(203) 5B8-8000 

I. R  rt Source 
(%ck at1 that 
apply) 

II 
I 

L 110-&y t lperiodic 8. Adverse event W rar@ ’ L IlO-day t lperiodic 8. Mveme event t@m(s’ 

II f IInit f IInit c lptow-up c lptow-up 
I 

9gM report twriaer 9gM report twriaer 

7. other relevant history, incltgfins preexist. med. conditions 7. other relevant histmy, incltgfins preexist. med. conditions 

1. Name, address & phone # . 1. Name, address & phone # . 

I I 
2. Health 2. Health 

professional? professional? 
3. ocoupetfon 3. ocoupetfon -4. Inftial reporter -4. Inftial reporter 

;p,mt report ;p,mt report 

REo INFO ASSOC S&mission of a report does not constitute an RED INM ASSOC S&mission of a report does not constitute an 
a#fssion that m&cat personnel, user facility, a#fssion that m&cat personnel, user facility, c 1 yes t 1 no c 1 yes t 1 no I IYW E Ino t 1u-k [ IYW E Ino t lmk 

Facsimile Facsimile 
Fom 35ODA Fom 35ODA 

dwtributor, manufacturer or product caused or dwtributor, manufacturer or product caused or 
contributed to the went. contributed to the went. 

Page 103 Page 103 
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G8. ADVERSEEVENT TERMS <eontimrPd~ 

ASTHEUIA 
SONNOLEUCE 
TACUYCARD I A 

fwcbe Pharm L.?. 
Wfr. report # 2mbw 

Page 3 of 3 
35OM continuation Pege 

Page 104 
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. . 

MEWATCH 
c? 

rrlE FDA MEDICAL PROoUCTS REPORTING PROGRAM 

Purdue Phamta L.P. 

Page t of 1 
I_- 

Hfr report % 2oD446 

UFrPist report # 

1 
FDA Use Only 

W  Adverse Event andfor -, C 1 Prodmt pr0fAe.f~ 

I 2. zzaattrib. to event I l-disability 

IfiWdZiY/YYS 
t I consen anoatily 

f 3 Life-threatenirtG 
I3 requfred intervention 

c 3 howmilixatioll - 
to prevent 

a0 other: HEDI E EY%iTFl 
I initial or protorwd 

13. Date of event 2/12OW 14. Date of this Rapt 02/08/z 

1 ~~ -- 
5. Oescrfbe event 06 problain ' 

Case 5 of 5 reports: Physicfen reporte that a 3.33year-oil 
male patient is abusing 
oxycodome hydrechIoride> . 

ontin <controlled-release 
?id itfonal 

request@. 
information 1s being 

**Add~ttonat information receFved OlS9P90 from the 
iSP FiTi 

ician relates that on an ma 
the patient started WyC0r1 p" 

iffed date if 
in 20 mg three 

timas a &y foi back pain, Reportedly, starting in FEBOO, 
the patlen! devetope$ addictive qmptms and according to 
the reporting ghysicran the patient hacI%@pr re 
Sxs tsysptomsl aMi had pxs~bly been "snort~nge g$iy&l 
O%$ontfn was discontinued in MRROO. The outcome is unk& 

kI 
sirq the patfen? iyas "lost to follow-up." The reporting 
@ICIC;; determned that the event m-a ffefinitsiy due to 

. 

. Relevant tests/laboratory data, including dates 

Relevant Tests and Lebofalory Data: UNRROUN 

7. Dther relevant history, including preexist. med. conditions 

Sack pain; insomnia Neme, address & phone # 

#GO INFO ASSOC Submission of a re rt does not constitute en 

Facsimile 
admIsslon that ated cat personnel, user f&Lit> 'p 

Form 35OOA 
distributor, manufacturer or product caused or 
contributed to the event. 

Pag 

_ C. SUSPECT HRDiCATtDN(S) 4-1 

I. Name (Sive tabetedstrengeh & mfrfld?eL*r~ if know0 

$1 OxyCunrin CR Tablets, 20 mg coxy~txions bydrochkoriW 
- 

2; DC&, frwJuency & route f.fherapy &teS(ff uk give d&w) 

if 20 MG TID Pa fi gq/lp~9 . 312900 CSTOP'D) 
# 

/ 
4. Diagnosis for use (Indication) 5. Event abated after 

#I PAIN 
usbsdqped or dose 

iv 

6. tot le lif known) 7. Exp. Date 
fi t Jyes K Ino MIHIA 
# E Iyes C Ino l IN/A 
- 

$1 UNKNCLIN 
f ' 

8. Event IXappeared 
after reintrcducticn 

9. NDC # for prod problsina only 

I 
gtj C3yes r lno DUN/A 

m . # K3yoa K Ino C IN/A 

IO. Canoomitant medical ducts end therapy dates 
AHRIfR (ZOLPIDRM TARTR&, 

I. Contact office - name/awress 

Purdue Fhartsa L.P. 
I STAHFORD FWJt4 
STAMFORD, CT 069Ol-3431 

, 3. R 8-t Scurce 
(iELk all that 
aFfJlY) 

I L I foreign 

ii E&Ltre 

- 
Heaith 3. cccupation 4. Initial reporter 
professionel? $s;D;eRt report 

WI yes t I no PHYSICIAN I lyes c Ino t%‘Jmk 
- - 

e 123 
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FDA Acmoved 11/08/93 

MEDWATCIf Purdue Pharma L.P. 

.f@- 
. FDA MEDICAl. PRODUCTS REPORTING PRQGRkM Page 1 of q 

_I_- 

m  A. PATSEKT INFGRHATlON c" m  c. SUSPECT HEDICATICWS) 1-m 

1. Patient identifier 2. Agj++a;z;Ft 3. Ga 4, Uaight 
Lbs 

1. Wm {give labeled strength &m&/Labeler, if know) 

RJ t 3 fesmle 
D& 12/311953 ix] male 

or #l QKycontin CR Tablets, l$l mg (oxycodone hydrochloride) 
lO9 kgs # 1 I 1 

~~B.ADVERSHVENTORPR~PRQBLEM~~ 
I 

26 Dose, frequency h route f-Therapy dateslif unk, give &r) 

1. MJ Adverse Event and/or 
- iif 6G nG Q8H P0 

t I Product problw 
f “NKNwN wMT*N’ 

2. yykyhattrib. to event L 1 disabflity 

Lffe threa~Z%Zyfyy' 

t 1 corlgen anomaly 
L 1 required fnterverktfon 

4. Diagnosis for we (indication) 5. Event abased after 

I I I yes~ppd or dose 

E I hospFta,litatian - 
to prevent perrn damage 

t 3 other: 
f PAIX DUE Tij FAILED BACK SURGERY 

fnjtfal or prolonged a#1 t lyes I lnc t'XlN/A ~ 

3. Oate of event 6/l/2000 14, Date of this Rept 
. 6. Lot # (if kmwn) 7. Exp. Date 

tWCW2Ugl 
# t 3ye.s E Ino I IN/A ' 

f' UNmDuN 
#I 
# 

8, Event reappeered 
after reintroduction [S.%scribe event or problem , I 

9. NDC #for prod problems only 
#I E lyes t Ino WWA . * # C lyes f Ino C IN/A 

IO. CorumnTtant mefiicat products and therapy dates 
tRAZOODNE RYDROCRLORlDE WUNTIN), EFFEXOR WENLAFAXINE> 

W%JtIN), CELEBRBX (CELEWXIB) CCORTTII) 

A 46-year-old Csuqsian mE+le 
T 

rtenced 
gwkees/ 

d 
ftterwqs, 
ile 

excess ve.swating, not steeping 
recewrng OxyContin (controlled-release 

oxycodwe hydrochloride1 60 mg e*ry eight hou s 
unepectPied perfod of tims for pm due to fai r 

for an 
ed back 

surgery. Therapy with OxyContin contfnues. Thfs,case was 
reported by the patient's uife, why is a registered nurse 
in the United States of America, we-a canpany 
representative. No further infcmatran was provfded. 

. Relevant tes+lsboretory dsta, fmludfng d&es 

Xelevant Tests and Laboratory Data: WNMN 

Other r$levant history, inctuding pree%iht. med. COriditiOnS 

ME0 INFO ASSOC Sukalission of a report does not constftute~an 

Fecaimile 
admissfon that medical personnel, user faexlit) 

Form 350OA 
distribrtar, manufacturer or prcduct caused or 
contrikrted to the event. 

Pas 

m  6. ALL WFACTURERS r- 

t. Contact offfce - name/addraas 2. Phone m&w 
(203) 588-8000 

I Purdue Pharma t.P, c 

I 1 STAMfORDFORUM 
STANFORD, CT 06903~3431 

4. Date Rec*d by Idfr. 5, 
09/2t/2000 CAINDAS 20-553 

DQ health 
professional 

c 3 user facility 

6. If MD, protwl # SNDB 
M colapany 

representative 
L I distributor 

PiA# 
7. T 

C 3 other: 

Cchec YE" a8 fh~&plyl re+38 

f 35-day f 115-day 
& 
&uct . 

[ lyes 
I Iyes 

t IIO-day EXli;kriodic 8. Adverse went term(s) 

DllInit c3~llow-rg, 

-I 
i%iiNESS 
WXNiNIA 

PiGek report nuker 
I 

1. Name, address 8 phone # 
PATIENT'S UIFE IS R.N. 

ihoE 0510) 431-5420 

2. Health 3. Occlfpatfon 4. Initial reporter 
professional? $i;D;ent repart 

ix] yes C I no NURSE c lyes I Ino Wunk 

e 176 
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FDA Amroved 11108f93 

/+-? . 

RDUATCH Purdue Pham L.P. 

..C FDAMEDfCAt PRQoUCTS REPDRTINGPROGRAN Pase 1 of 1 
m- 

m A. PATfEKT OQ=O~~MATI~ ._ jm C. .!%SPECT CIEDICATIONCS) fi-m 

1. Patient identifier 2. Ag&a;myt 3. SW 4. Ueight 
Lbs 

1. Ham0 <BfVe M8led strength & nrfr/labe[er. if knourt) 

JF lX1 female or 
0~: 1/S/1966 t J mate 

$1 DXyContin CR Tablets, 80 mg coxy~odme hydrochloride) 
less # 

-B. ADVERSE EVENT OR PROOUCT PRDBLENI- 2, base, frequency & route 3.fhwapy dat@(if unk, giW dur) 
1. CUAdvwseEwnt and/or Cl Productprobleet 

I f' 160 MO fID PO 31 6/15/2000 I=fm 
12. Oytcq~.ettrib. to event [ 2 disebility 

I 
1 I 000tn 

~mo/day/w) 
El congenancmaiy 
E 3 required intewe tion 

L9e 

4. DiagnoSis for Vse <indication} 5. Eve+ abated after 

f 3 ;;z;Eggzg? ri %Ytpem 
NON-MLIGNANT PAIN 

~;~ordose 
. -. ___.... --.-.. 

initial or pralonged 
. _ - -.. -. _ 

3. Date of event 912912000 4. Date of this.Rept OUO8f2#1 

5. Describe event or problem 

al." W..," 
lno t IN/A 

k-4-d 
.ntro&ctior I 

9. HDC 34 for prodproblems only 
m #I L 3yes c m t tlyesC 

YO. Conoomit8nt m8dicaL prod&e end thera 
IMITREX WMKTRIPTAN) (from 6/15/2000 

dates 

PHENERW ~PRDi@WAZINE) (CONTIN) 
{CO TIN)), Ry 

was provrdad. 
-Addi that information received on ?!!XXTOO frun the IL 
reporting pharmacist revealed that on 'LYUNOO, the 
byan taking Oxycontin 160 tag C2 x 80 mg tablets) I? 

tient 
t 

tnaes a day Cnot 80 mg every 8hours as previously 
ree 

repor+). On an mspecffied date, the patient Was 
constipated for abow 5 days, den she finally had a WI 
Ibowel mownentf she noticed 3 
au-face of uatq. she then SC 

tab-5 tabs floating on 

tablets. She said they uere sti 1 “y$d 
them out and crwhed the 

the 
:Ezikted. v 

full of white puder.~~ 
tient took Canstulose (lactulore> end the 

he remrtfns Dhermacist assessed causatitv 
of the event as probably relstiid to OxyContin. 

7. 

I 

, Relevant tests/laboratory data, lncludinP dares 

Relevant Tests and Laboratory Data: IJKKKIJUN 

.4. Dagfisam& Mfr. 5. 
(A)UDA# 20-5!i3 

6. If I#p, protocol # wD# 

7. t 
PLA# 

tch@cTaP: zcpply, 
6 

m-w38 
E 35.day t lfq-day &lCt 

[ pg 

II- -_- I 

lno lXlK/A 
Ino F IN/A 

2. Phone nt&er 
(203) 586~8000 

3. R ort Source 
{%ack all that 
apply> 

:: fw& 
I: 1 literature 

ixi iE%r 
professsioel 

f ] us45wa~lllty 
representative 

cl dfstributor 
L I other: 

II K310-4ay Mperfodic 8. Adverse event term(s) 

CCIInit t3go11au-up 
I 

COKSTJP 

PioEk report nmber 

Other relevamt history, including preexist. med. conditions m E. KNITSAL REPORTER h- 
UH~OUU 1, tiaam, address & phona # 

JIM LILLlBSACK, R.PH. 
MEIJER PKAR#ACY 
1920 PIKESTOKE ROAD 
BEKTOK KARSOR, MI 49020; USA 
Phone: <6X) 934-6733 

I II 2. Health 
profassicnat? 

3. occupation 

HED llF0 ASSOC S&mission of a r 
admission that 3 

rt doe5 not constftute 
Facsimile distributor, 

-ical persannet,. user fat i!?ty, 
FoFm 3500A contrikrted t 

manufacturer or product caused or 
lx yes I I no PtiARMACl ST 

:o the event. 
Page 180 

4. Initial reparter 
also sent report 
to FDA 

C lyes C In0 CXlcnk 

J 

80030272 17 
Produced by Purdue to the Office of the Attorney General - State of Connecticut 



HfDWhTCH Purdue Pherfea L.P. 

.,.c FOA MEDICAL PROWCTS REPORTIIG PROGRAM Page 1 of i 
WI 

m A. PATIKKT 1KF0RKATIQR 1 c. SUSPECT MEDIcATrM(cS) -rm 

1. Patient identifier 2. Age at avant 3, Sax 4. Weight 
iba 

1. Name (give Labeled strength & mfr~labetar, if known) 

MS 
or 48 YEARS 

DOS: 
Ml fenrate 
I 3 N&3 i&8 kes # 

#I Oxycontin CR Tablets, 89 mg Coxycodone hydrochloride) 
L f 1 
m 5. ADVERSE EVGNT OR PRCQIJCT PROGLM I- 2. Doee, frequancy & route 3;Therapy dates(if unk, give dur) 

1. MJ Adverse Event and&r El ProuGtproblsel #1 80 t4i 912K w 
--# 

#l 9/27/201#) CSTOP'D) 

2. Fizhattrib. to went f l.disabfllty 
# 

Cmo/day/YY) 
L 3 wngan enueely 
t J required intervention 

4. Diagnoek for use <fndicatim) 5, Eve'nt abated after 

t I life-threatening 
C 3 hospitalization - 

to prevent perm damage 
I I other: 

#1 SACI: PAIK 
# 

xqaed or dose 

initial of proton@ 

3. bate of event 10/6/2000 4. Date of this,Rspt OZ/os/20Qi 
6. Lot # (if know) 17.” wWJ ’ Ino ’ ‘“IA t C lyee I lno t lN/A 

5. Deaoribe event or problew 
11 UMKNDlJff 
R 

#I 
# 

8. Event reappeared 
after reintroduction 

A 48-year-old fee&e patient aXperieni%i Urinary ratenth 
on 29SRPO0, two days after the dose of 0xyOontin 
(controlled-release oxycodona hydrochlorfds~ uas increased< 
fr9ai an unspecified dose) to 80 rng eva 12hout-e for back 

EEwas reported bv a physician in the Lfnitad statee of 
Therapy with wontin uas not d scontinued. 7 fhis 

AlllWSt~. k further in?oinmtion was provided.. 
***Additions1 information raceivsd 14KOVOO from the 
reporting physician relates that the patfmt experienoed 
inabili to urbate on 060OTOO (and not on 29SEPOO as 

~#&TOO 
reported) and the event lasted far two weeks 

persisted to s minor degree wiGi dose &d&Se 
reduced to 6O.n~ every 6 hours* however 

On &CT00 the dose of TDontin was 

patient Snsisted upon stopping 0xyOontin. The reporting 

upon discontinuation of 0xycontfn and that t 
physician related that the patient had a cq$t;vtvery 

event Wds probably dua to the drttg therapy. No further 
Tnforawition wss provfdeci. 

. Relevant tests/k$zoratory data, imkoding dates 

Relevant Tests ~txl Laboratory Data: UNQRMN 

Other refevant history, hctudbg preexist. wad. conditions 

UNRKCMK 

I I 
9. HOC f for prod pi-al&me or&y 

#l r &i E Im tXlK/h m _. # C lyes I lno I IN/A 

10. Comunftant medical rodtkts and therapy dates 
PREKARIN CCONJUDATED ESFRDGSNS,, PR02Ad <FLUDXElINE> 

1 

'I 6. ALL KAKUFACTURERS 1-1 

1. Contact offite - nama/ad&ess 2. Phone fttmbar 

PurcW Phamm L.P. 
(203) 588-8000 

1 STAKFDRD FORUM 
STARFORP, CT O69Ok43i 

3. Re rt Source 
' kR&k at1 that 

afwb) 
C I foreign 

g~Dy Hfr. 5. ~- 
CAINDC 

. If IKD, protocol I TKD# 

zE2: z%$ply, 

PLA# f3 

f 15day L 115-day gilct 

pre-1938 ; :;g .. 

t IlO-day tXlpe~iodic 8. Adverse event term(s) 

iXIInit c 3$0Ll0w-yl 

-I 

URIN RETEKT 

I 9&2rqwr tu&er 
I 

study- 
Iiterature " 
cor?sueer 

~~~~&onel 
user facility 
Company rcpre+ntative 
h&In&or 

: 

1. Nests. @d&es & pima # 

DAVID SAST, K.D. 
850 NORTH oTSEG0 AWWE 
GAARO, MI 497%. USA 

: (5171 TJZ-9986 

2, KeeIth 
professionat? 

I 

3. occupation 

M yes I 1 no PKYSICIAK c lyes I Ino Wunk 
ElED iNf0 ASSOC Submission cf a 

admission that 
r 

IeeP 
rtdoes notconstitutean 

Facsimile 
lcal pars;wmel, user fad Li ty, 

Form 35OQA 
distributor, zsanufecturer or proziucr caused or 
ccntrftxlteci to the event. 

Page186 

I 4. Initiat reporter 
also set-t report 
to FDA 

Produced by Purdue to the - State of Connecticut 
8003027223 



MEWATCH Pu&ie Phanaa i,P, 

. ..i FDA MEDIC&L PRCOUCTS REPORTIRG PROGRAM Page 1 of 2 
-- 

continues. 
. --- _._.. 

No further infol 

1. Contact offfce - name/address 

Purdue Pharm L.P. 
1 BTAMFCRD FORUM *. 
STAMFORD, CT 069Of-331 

2.Phone nrsltber 
(203) 588-800~ 

. 3-R 
$R3 zrzat 
W&Y) 

. . 
Relevant tests/t&oratory data, fnoludinB dates 

RELEVANT TESTS/LAB DATA: UNKNOUN 
Z )5-day i IlSday 
E IlO-day Wperfodic 

re-1938 6 
P%lW 

1 I;:; 

Adverse event term(*) 

SUEAT 

7. 

! 
Other rekvant history, including preexfst. med. conditions -E; INITIAL REPOR 

I 
2. lfeatth 

profeasfonal? 
3. Oocupatfon 4. InffiaL reporter 

also sent report 
to FDA 

NE0 INFO ABSOC Suhuissfon of a r 
admission that 

fltdoesnotconstitute v 
Facsimile 

Icat personnel, user facllxty, 
distrfbutor, manufaoturor or product caused or 

Wyes tlno PHYSICIAq r iyes .I II-IO [xlunk 

Form 3500A contributed to the event. 

FDA &QFOVd 11/08/93 

t h!fF I-WOl’t # 200656 I 

UF/Dfst report # 

,m A. PAT~Iw i!MRffA~~~ I, m C. WBPECT MEDICATION(S) __L_... 

1. Patient identifier 2. Ag;Oa;st 3. Be% 4. Weight 1. N8cea (give IabekJ strength & rafr/labLer, ff ~JWY) <m 

AM 
Lb3 

&: 
C I fernale or 
fXJ male km 

#I WyContfn CR Tablets, 20 m8 (oxycodom WroMorfde 
#2 oxycmtin CIZ T&lets, 40 ms (OZQQXXM~ h,ydmhlorlde j 

- 8. AWERSB EVEWT W PRMXICT PROBLEM A- 2, Dose, frequency & route 3.TherepybtaSlff "r& Bfve d@ 
1. W Adverse Event find/or El Produotproblein #I i% UG TID P0 10/2000 wrOP'D> 

2. ezhattrib. to event c I dfsabilfty 
82 40 #G BIP W 2 gg : ~Of2ooD woP~rJ) 

4. 5faSnoSfS for use (indication) 7 

C 1 Life threa%@'yy' 
i i iZ$&T%ktian m 

f I hospftslfzetion - 
to prevent pefm danrage 

initial or prolonged 
I 3 other: 

91 #ON-NALIGNAUT PAIN XF OF d0se 
#2 NON-MALfGNAUT PAIN 

-#1 Wyes C MO t IN/A 

3. Date of eve&t 10//2ow 4. Date of thi,s Rept OU#3~2001 
6. Lot # (if knwn)' 7. Exp. Date #ii wyes C lno E IN/A 

5. Describe event or problem 
8. Event reappeared 

after reintroductior 

needed for.1 

An unfdentiffed patient ex 
unspacfffed date, while, ta P 

rienced sweatftrg on an 
rng OxyContfn 

Ccmtro~ted-rebase oxycodone hydrodtloride) end OxyIR 
Ciawdfate-release oxycodone hydrochlorfde) for an 
rsrswciffed fndicatfon. Additional information Is bctfw 

zase was reported by a physicfen via a 
-@enntt;;i reoresantatfve. 

0, $!te patient 

.I 9. NIX I for prod problems only 
#l I Iyes Ixl~ i IN/A 

m R I Iyes CXIM, C IN/A 
10. Concomitant &Seal pro&&s and theraW dates 
PRO2AC <FLlKlKETINE) 

Page 192 
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Ptirike Phei-IV& L.b. 

FDA Approved lVOSf93 

Mfr report # 200656 

UF/Dist remrt # 

.s FDA HEDItAL PRCDUCTS REPORWtG PROGRAM Page 2 of 2 
II- 

i f- 

I= A. PATIM fNFOR8tATIOH ;-I 

il. Patient identifier 2. Age et evant 3. Se% 14. Wght ,L 

f I 
m 8.. ADVERSE WHIT OR PRCDUCT PROS& 

I 
,_ 

1. E I Adverse Event and/or I3 Prodwt problem 

2. ~ogssattrfb. to event 

C 3 life thre&@*w' m 
L I hosoitaliratfan - L 

I .disabitfty 
3 congsn emeiaty 
3 required intervention 

to prevent parm damage 
1 other: 

- inftfat or prolonged 

3. Date of ever& 6. Date of this Rept 02/DW!O~ 

5. Describe event or probk~~ 

6. Relevant tests/Laboratory data, including dates 

7. Other relevant histoty, Including prwfst. med. cdnditim 

2. Hoatth 
profeasiimai? 

MED INFO ASSOC submissfan of a report does not constitute an 

Facsimi te 
a&ission that me&cat personnel, user .facitity, 

Form 3%0A 
distributor, mnufacturer or product caused or 
contributed to, the event. - s- 

3. Occupation 

rage 193 

- c, SuSPfCT HEOlcATLoN(S) !L._.L 

1. Name (give tab&d strength & mfrftabeter, if known1 

OxyIR Cepsutes Coxycixjolle hydrochtoridal 

2. Dose, frequency I route 

I 

S-Therapy datesCif cmk, give dt% 

P 5 +lG Q2" po 
#3 1999 - 10/2000 CSTOP'DJ 

I 

* 

4. Oi5gno5is for use <indication> 

I 

5, Ev&t absted after 

$3 GON-MALIGNANT PAIl 
use stopped or dose 
reduced 

S3 Wyes I In0 I IN/A 
# E Iyes C In0 I IX/A 

. Event reappeared 
after reintrvdwticn \ 

9. HOC 6' for prod problema anly 
#3 E 3yes KJrtv C IN/A . - # I Iyes C Jnv C IN/A 

10. Concomitant medical prod&s and therapy dates 

m 0. ALL NANUFACTlJR2RS - iii L, 
1. Contact office - name/address 2 !, Phons number 

Purdue Phamta L.P. 
(2031 588-8000 

1 STANFORD FORLM 
STAMFORD, CT %901-3433 

3 ‘. R rt Source 
$X&k all that 
aPPtY> 

r I fotefgll 

: : a~2ature 
L 3 coIssm+x 

Date Bec~d by Mr. 
I 

t 3 health 
‘C 5. 

~AA)NDA# 
prvfessivnat 

t 3 u5er facility 

If INR, protocol # INOB 
fJConlpsny . repta5entative 

,. 

PLAS . 
t 3 distriixttor 
[ I other: 

l ‘YK” chec 
of report 

at1 that apply) 
li 

re-3938 
Z-day I: 3 %-day prCollct 

{ $;g 

f 
110~day t Jperivdic 8. Adverse ewrt termCS1 

llnit r 3Jaaw-up 

Mfr. repvft wtlxr 
iOO656 

m E. INITIAL REPORTER ̂I 

. Name, address & phone # 

4. Initial reprter 
$s;D;ent report 

Produced by Purdue to the 0 

8003027230 
ral - State of Connecticut 



,.. 

FDA Am~roVed 1VOW93 

MEDUATCH Purdue Pharma L.P. 
1 Mfr report # 200697 I 

..a FDA MEDICAl PRODUCTS RRPORTIRS PRCSRAM Page 1 of I 
-- 

!= A. PATIENT 1WFORMATION Bb-1 

1. Patient identifier 2. Age at event 3. Sex 4. weisilt ,b: 

I EG 
I D%: I i , I 

-6, ADVRRSR EVERT OR PROOUCT PRCM2R - 
I. Et3 Adverse Event and/or C 1 Product emblem 

I 
2. ppz;hattrt’b. to went C I- disabi Lity 

t I cotwail aruissly 

I Cm/day/yyt 
t 1 life-threatening 

1 3 required inreiwentfon 

C 1 hospftalization - 
to preventpermdzatage 

initial or ~rolomad 
I f other: 

13. Date of went (4. Oate of this Rept 02/08/201 

5. Desorfbe event or problem 

6. Relevant teats/Laborarory clata, Including dates & 

7. Other relevant history, including preexist. mad. cmdftSms 

Hepatitis C; diabetes . 
I 
I 

. MED INFO ASSOC 

Fscsimik 
Form 35oOA 

UF/Dist report # 

FDA Use Only 

m  0. ALL MAWPACWRERS I- 

l. Contact offfce - name/address 

Purdue Pharata L.P., 
1 STAMFORD FORUM 
STAHFGROI CT 069Ql-3431 

foreiign 
*tw 
literature 
ConsLew 
health 
professional 
user facility 

1 . If IUD, protocol R 1 ;;t 

IS-day t 117~day 

company - 
reprqentative 
ci;i;;ikutor 

: 

JlO-day rxlpar7adic 8. Adverse event tern(s) 
I I 

arnit I Jpu-up 
i%aR*A 
PRURINS 

Mr. report t-amber 
INSOMNIA 

!00697 

m E. INITIAL REPORTER f 

, Uame, eddress 8 phone # 

Sutqfssion of a report does not constitutewan 
aderssion that medical personnel, user facility, 
distributor, aranufacturer or pro&ct cawed or - 
cwtrituted to the evsnt. 

ix1 yes I: I no PHARHACIST C Iyea I In0 CXlunk --I 

Page 207 

Il. Rwaa (sive Labeled strength & arfr~laheler, if known) 

#l OxyContfn CR tablets, 40 reg :oxycodone hydrocblorfde) 
#2 CxyContin CR Tablets, 80 nrg @xyw&ne hydrodrloride) 

2. Dose, frequency & route 3.Therapy dataaiif unk, give dur) 

#I 40 HG ND PQ 
w a0 HG TID PO 

; UNJN WOP'D) 

4. Dfagnoais for use (trdicstim> 15. Event abated after 

#I l,lMmuN 8. Event r 
62 UNKWWN % T"' after rein rcduoticn 

9. ND& t# for prod prcblams only 
#I C lyes t fm MN/A b 2. hi+2 I lves t 3no DUN/A 

W.C.~omitant medical products and therapy dates 

‘i 

;  

,1( 

8003027244 
Produced by Purdue to - State of Connecticut 
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FDA Approved 41/08/93 

MEOUATCH Purdue Pharma L-P. 

. FDA RED/CAL PRODUCTS REPDRTfNG PROGRAM Page 1 of 1 - -  

C. SUSPECT MEDlCAT~d<S> 1, 

1. Name (give Labeled strength &mfr/labeler, if known] 

in CR Tebiets, 49 trig (ox~caicme hydrochloride) 

I. M Adveme Evsnt and/or Cl product problem 
I 

W  
# 

LO wG 1368 m I $1 CCcwIl) 

2. fu,pcgsattrib. to event E 3 disebitity 

t J  Life-threaZ$$y'yy' 
f 3 z i+t%rE,,, .-,.-.-. 

I 3 @spff$jzatig -  . 
to Prevent parm * 

W I other; HEDICALLY SIB 

wh te and camp ains that he cemt steep at night. This o"y 7 
case was reDorted bv a licensed nractical nurse of a mental 
end dnrs rehabilitation hospftal’fn the United Statea of 
America. No further information was provfded. 

. Retevant &&s/laboratory data, inctuding dates 

Relevant Tests and Laboratory Data: W W U N  

Other relevant history, including preexist. med. conciitfons 

History'cf drug a&e. 

i 
F”? 

I 
ME0 INFO ASSOC Stii'ssion of a rt does, not constftute-an 

Facsimile 
admission that m real personnel., uacr fecrlft) 

Form 35DDA 
distributor, manufacturer or pro&et causcad or 
contributed to the event. L_- 

2. Health 
professional? 

3. Dcuqation 1. InitiaL reporter 
c43m;ent report 

Ix1 yes  I 1 no LIC PRACIXAL NURSE I Iyes I Ino W r lnk 

rege 237 

l'9. mC f for prod problems only 
#l c  Iyes C Ino MN/ 

-  w # C lyes  E Ino 1 IN/. 

IO. CondoMeant medica products acd therapy dates 
NEURONTIW GMAPBNTII~ CCONTIN) TEGRETOL ~CARBAHAZEPINE) 

CCONTIN>, KLoNOPlN <CLONAZEPAH~ tCCfUTIN) 

-  0. ALL WMJFACTURERS r-4 

1. Contact office -  name/address 2. Phone n&r 

Purdue Pharm 1-P. 
G?o3) 588-8000 

1STAMFCiRDFoRW 
STAUFQRD, CT 4X590!-3431 

II I L I fareisn 

8003027Zi 
Produced by Purdue to the O ffice of the Attorney Gqnerai -  State of Connecticut 

i 



FDA J&cm-wed 11/08/sr3 

/ 

IKOUATCH Purdus Pharme L.P. 

z FDA IEDICAL PRODUCTS REPORTING PROGRAM Page 1 of 1 
w- 

'm A. PATIENT INFORMTIOt{~--11 m c. SUSPECT REmATIoN(S) 1-i 
1. Petlent identifier 2. AGe et evs 

I 
I, YC‘)IC 

I 

~B.ADVERSEEVENTORPRODUCT PRoaLEw I_.._... / 

1. CXI AdverseEwnt and/or 
a. a 1. .~~. - --L-.* _ . 

Cl Prnductprabiem #i 
-- .I ebflity 

# 

wn anocaaly 
.s '-7 hired intervention 

topreventpenadsmeGe 
t I other: -I- 

4. 

P 

80 HG QID PO Y/9/2000 CCONTXN) 

life-threaf%%$"'w 
hospifalfzetion - 

I initial or prolonged 

Diagnosis for use (indication) 

NON-IW.IGRART PAIN 

Event abated after 
ye.se.~pd or dose 

IS. Date of event I//2000 

15. Describe event or prablers 

I, .P-.. 

ip 

t. R&vent tests/laboratory data, including dates 

RELEVANT TESTS/DATA: UNMOWN 

, Other t+event history, inclurfirrg preexist. med. condftions 

UNKNWlW 

MED INFO ASGOC S&mission of a report does not cwcstitute an 

Facsimile 
a&is&m that medical persomel. user fecility, 

Form 3%iM 
distributor, msnufectwer or product caused or 

,wj 

contributed to the event. 
Page 23S 

C lyes C 3m MN/A 
C lyes f Iho I IN/A 

Event reappeared 
after reintroduction 

A 41-YEAR-OLD UkUE PATIENT EXPERIENCED "A DECREASE IN 
SEXUAL DRIVE" IN JULGU WILE TAKING OXYWHTIN 

9. RDC # far prod problems only 
tCUNTROLLED-RELEASE OXkUKlNE HYDROCHLORIDE> 80 FlG YASLETS 

#l rlyes I lno KIN/A . . 
FOR CHROMIC BACK PAIN. XY JUNO0 THE PATIENT BEGAN TAKING 

# clyes I: Ino E IN/A 

OXYCORTIN 80 HO FOUR TIMES A DAG WITH GWD PAIN RELIEF, IN 
JULOO, THE PATIENT EXPSRIENCED A DECREASE IN SEXUAL DRIVE. . 
THE PHYSICIAN NAS CDWJLYED. REPORTEDLY, TNE PATIEKC WAS 
ADVISED TO CoNfINUE OXYCONTIN TREAYWIl. NO FURTHER 
INFORMATION (UlS PRISVXDED. 

Contact office - neu@eddrsso 2. Phcme number 
c2D3> 588-8000 

. If END, pfvtQco1 I rtw# 

7. T 
PlA# 

(che%ee?f %?pply) gre-1938 [ ]yes 

I E YS-day c J75-dsy3 pzduct 
c Iye9 

I 
C 110-&y UXperfcdic 8. Adverse event rermcs) 

Ucllnft c 1$Qt10u-up LIBIDO D&C 

P2$gi report fuabsr 

em E. IRfTlAL REWR!ER !I- 

1. Name, addre6s&phone# 

:zP 
Literature 
consmar 
health 
profeesiorql 
user fecihty 
CompanY r~reeentet iv-e 
&54$butor 

: 

1 

8003027275 
Produced by Purdue to the - State of Connecticut 



FDA Approved WOW93 

BEDBATCH 

;* 
j FDAMEDICAL PRCWCTS REPDRTMS PROfEW 

Purdue Pharma L.P. 

Page 1 of 2 
m- 

^ 
1 

Hfr report At 2oaE20 

UF/Dist report # 

FDA Use 5nly 

. m A. PATIENT INFORBATlDE _...,_.. m C 

1. Patient idantffiet 2. ASg5a;e 3. Sex 4. Ueight 
us 

'i. Name tsiv@ labeled strength & mfrftebeler, ff known) 

D% 5x11 LZP Or kg8 # 
#~‘CJ%yContin CR Tablets, 90 m~ Coxycadone hydrochloride> 

I , 

= S. ADVERSE EVEET DR PRCDUCT PROBLEM 1-11 2. 0-e. frequency 8 route J.Therapy dates(if I.&, give dur> 

1. W Adverse Ewnt and/or C I Produot problem #l 10 Hrr MD PO 

E I ditabilfty 
- # 

2. DuJd~tiartrTb. to event 

$1 lOf2000 - 1'1/17/2POO (RMUCD) 

OWdWfW 
t I conml ananaly 
C 3 required intervention 

4. Diawwsis for use (indicatton) 5. Event abated after 

I 1 LZfe-threstenW 
[ 1 hospitatiastion - 

to prevent perm dm5ge 
t I other; 

$1 EUH-HALISRANT PAIN ZP Or dose 

initial or prolonged -#l I lye? cxlno c WA 

3. Date of event 10//2DOo 14. Date of this Rept 02~88~2001 
6. Lot # (ff known) 7. Exp. Date f Clyes Llnc t3KfA 

I - pw3mK #I UJKNOUN 
# 

8. Event reepp?ared 
after reintroduetior 15. Describe event or problem ' 1 

9. NDC # for prod problems only 
_ 11 I lyes I In0 WWA e 1 f lyea t Ino t IN/A 

Relevant tesrs&sboretory data, incbdinS dates . . 
RELEVANT TESTS/pATA: BLoa, PRESSURE SAD DRWPED FROM 138174 
l-5 t09/4& 

&her r+ievant history, including preexist. med. con&ions 

DIABETES, HYPERTMSIOR 

WED INFO ASS% Submission of a P rt does not constitute an 

Facsimile 
persomel, user facility, 

Form 35ODA 
distributor, manufacturer or product cwsed or 
cantributed to the went. 

Pas 

,10. Concwritant medical products and the 
=-Y 

dates 
IHSlltIK CCDNTIK) LASIX CFURDSEBIDE> <CON III 
VASDTEC CWAPRfL> fCDBTIN> PRUCARDIA oIiFE!IPIBE~ 

CCONTIW), PRILDSEG (UHEPRA&E). GDETIX), 
ASPIRIN CACE&E~.I$LIC ACID) CCoNTW, 

I. Contwt office - nam/addraas '2, Phcm number 
I mu) 588~8Ow yrv$eP&~&P’ 

STAUFDRD, CT D69Di-343f 

! . 4. Data Reeld by Hfr. 
1r/i7/2OQc I 

I 
5. 
IAWDA# 20-553 II 

fore&n 
study- 
literature 

‘icnsuner 
health 
professfonat 
user facilitv 
c#npany . representative 
&&butor 

: 

__ E. INITIAL REPDRiER JI 

l.Raste,address&phons# 

2. Health 
profsssiona1? 

3. OCcupaticn 4. Initial reporter 
g5;D;ent report 

t 3 yes IX1 no 

e24-4 

8003027281 
Produced by Purdue to the Offfee of the Attorney General - State of Connecticut 



purdue Pharm LP. 
Hfr. report # 2Wa 

Page 2 of 2 

3sQQA cofxlnuation Page 

ClO. COMMITAWl HEMCAl PRWCTS ~contfnued~ 

NimoNfIN ~GABAPENTIN) <CONTIN) LG?RESsoR SIIETWROLDL) 
CCWTINI, LIPITOR (ATCRVASTATIF!) (CONTIN) 

Page 245 

8003027282 



FDA Approved 11/08/W 

USWATCH 

i FDA HEDICAL PRCXUICTS MPORTfNg PROGRAM 

Purdue Pharma L;P. 

Page 1 5f 1 
- -- 

A. PATIEWT SNFDWATtOtJ c. SusPfcT nEDIcATm4(s) >-\__rll 

2. Ag&a;te&nt 3. Sex tve Labeled stremth & mfrfbbeler, if houn) 

D& 
t 1 fWlV3ie Df 
lxl mste 

Sn CR Tablets, 20 mg (oxywxtcrte hydrochloride) 

m 8. ADVERSE EVENT OR PRODUCT Pf!CW.M - 2. Uoae, frsquancy & route 3.Therapy detescif u&z, give dur) 

1. W Adverse Event War C 3 Prodoct probiew 
~- f' 2D Ho u8N pb 

$1 LINKNOW WONTIN) 

2. Fy*yhattrib. to event C I cfisability 
C 3 congen anaemly . 

mdqvw) E I required intervention 
4. Blegnosis for use (inclioatien) 3. Eri;tbated after 

L 1: Life-threatening to prevent perm claPtage f'l MOl+HALf&ANT PAIN rmiucedy"' Or d0se 
E 1 ho i talizatfon - 

&id or prolonged 
E I other: 

4. Date of this Rept 02/0&/2001 
6. Lot t (if knonn) 

#I t lye-s I Iho MlN,'A 
# 

3. Data of evient 
7. fzxp. Date I lyes C Ina C IN/A 

Cl UNKNWN 
5. Describe went or wobtem 1s P 

8. Event reappeared 
after raintrcducticn 

6. Relevant tests/laboratory data, including dates 

RELEVAUT fESTS/LRB DATA: Unknown 

7. Other relevant history, irvzhdfng preexist. med. oo&tfons 
Fibromyalgia 

MED INFO ASSOC Suinaission of a report dws not constitute al? 

Facsimile 
admission that machcal personnel, User facftlQ 

Form 35DQh 
distrikutor, manufacturer or prcduct caused or 
contributed to the event. Pas 

I 

9. NDC # for prod probtemo only 
#l Llyes Ina KIN/A * P l Iyes Zno t INCA 5 

Ifllj~~omitant madfcal products and thempy dates 

: j fm&gn 

f ] titerature 
c I consumer 
WI health 

prafessionsl 
C I user facilitv 

* L - I 

c IIO-day Wpsriodic 8. Adverse event term(s) 

Wllnit 
c 'P- 

VWT 

{I. Name, address 8 phone # 

4. hitial reporter 
also sant report 
to FDA 

M7 yes t 3 no PHYSIClhN 

P 350 

. . - 
8003027297 

Produced by Purdue to the 0 - State of Connecticut 
* 



FDA Approved 11/08/93 

/ 

NEDWATCH 
w. 

i FDA NRWXL PRODUCTS REPWfUG PROGRAM 

Purdue Phama L.P. 

Page 1 of 1 
m- 

Hfr report P 20093906 

WD5st report # 
FDA use onty 

$1 oxybntin CR Tablets, 40 mg @x.ycodona hydrcchtoride) 

2. Date, freqwmcy& mute Z!i.fkeraPy dateatif mk, give durj- 

1m1naRo GRtrfIN) 

4. Dk#%osfa for use (indication) 5. Elient abated after 
use fit 
t-educy Or ci0se 

8. Event reappkwed 
after reintroduction 

t6. Relevant tests/laboratory data, including detes 

RELEVANT TESTS/DATA: UNKNRW 

I 

7. Other r.ekvant history, including preWst. me& conditions 

i. 

UNmowN 

: 

9. NDC # for prod prabkms only 
#l I lyas 1 IM CXIWA w - # I 3yes c 3~ C IN/A 

10. concomitant medical prcdbcts and therapy dates 
SENOKO7 S CStSNOSIDES/DOCUSATE) <CRYTIN> 

C. Al.1 WfACTlJRERS w 

tact office - nama/address 

Purdue Pharma I.P. 
1 STANFdRD FORUM . 

- STAMFORD‘ cr 96991-3431 

4. Date Pec'd by l4fr. 5. 
12/1112000 <ANDAt+ 20353 

6. If IND, protocot # tND# 

l.Neme,address&phone# 

REDA 

MED IWO ASWC Suhnission of a rep-t does not cons;titute an 

Fecsimi Le 
acbMssion that m&cat perswnel, user facflity, 

Form 35ciiM 
distributor, manufacturer M prtit cauSed or 
contr5huted to the event. 

Page 266 

E. LieaLth 
professional? 

3. occupation 

f lye6 C Ino Wlfi - 

Produced by Purdue to the enera - State of Connecticut 
8003027303 



FDA Awrared 11mS/Q3 

UEDUATCH Purdue Phernm L.P. 

P 
. EDA MEDICAL PRCIDUCTS REPORTING T'RM;RAM Page 'I 

-afl 

-m C. WSPECT MEDICIITIDH(S) 1-1 

?. Jkune (give labeled strength & #r/Labeler, if known) 

#'I OxyCentin CR Tablet6, 40 mg ~oxycodane hydrochloride) 
0 

2. Dose, frequency & route 3.Therapy dateslif unk. give durb 

#I 40 w SE& TEXT PO 
R 

#I I!298 - G!fli/2000 (CONtlN3 
# 

4. DiasnosFs for use titrdicati0n) 15. E&t abated after 

#I WOU-MALIGNAMT PAM 
# 

:"ms~Tyxd or dose 

3. Date of event 14. Date of this Rept 02/08/2001 
6. Lot # (if kno~nl 7. Exp. Pate 

#l Clyes t Jno WN/A 
# C lyss E ltw r IN/A 

1 

5. Pesetifx event -- --L'-- orpronrem 
-#l""K".M $1 utilcuoNu .. 8. Event reappeared 

after reintrcduction 

6. If In5, protQco1 # 

6. Relevant tests/taboratory data, including dates t-----j=1 ~~.[I;~ 1 RELEVANT TESTS/DATA: UNKHOUN 
J.- 

I AH 60116 THIIlGS fontact office - M/address 2 
Je Pharaa L.P. 
MFOROFORW . 
‘ORD, CT 06901-3431 

t 
. 3 ‘;% STAW 

I I 
i 4. Date Rec*d & Mfr. 

12/11/2000 

Other relevant history, including preexist. med. conditions m E. IUITIAL REPOR;ER "-1 

uNlamN 1. km, address & jahwre # 

MED IHFO ASSOC Submission of a rqwr doer net constitute an 

Fecsimite 
admission that medlcsl perswwl, user faciliQ 

Form 3fODA 
dfstrSkuror, nwtufacturer or product caused or 
contributed to the event. 

2. Health 
professional? 

3. occupatian 4. Initial repotter 
also sent repart 
to FDA 

~ E 3 yes lx1 no 

Page 268 

:.Phone nuber 
C203) 588~8000 
.R 

czz :mat 
WJLY) 

C 1 foreign 

: : tiz%w-e 
Dtl ocnsum6r 
11 health 

profession+ 
fj UsSLltY 

rgresentetive 
1 1 dg;pributor 

: 

$3 

8003027305 
Produced by Purdue to the Office of the Attorney General - State of Connecticut 

m 



/ 

HEDuArcH Purdue Pharma L-P. 

THE FDA HEDfGAL PRapUCTS REPORTING PROGRAM Page 1 of 1 -- 

1 oxytonrin CR 7ablet6, 40 IWJ coxycodme hydrochiorfde) 

1 uoN-MALIGNANT PAIR 

II 
” . 

Relevant test~/la&ratoey data, inctuding dates 
RELEVANT TFSTS,'LAB OATA: Lbnkwm 

[C3COfiSUner- 
4. Date Rec'd by Mfr. 5. 

W  heatth 

UZ/ ldf2OOl CAMDA# M-553 
professional 

E 3 user facflity 

6. If IND, protocat 1 INDR 
c 3 congany' 

representative 
C 1 distributor 

7. T 
PLAR E 1 other: 

tchec T a?: %?&p&y> 
t I5-day cuts-dey 

11 
, 

I IlO-day t IpeFicdfC 8. Adverse event term(r) 

Other relevant history, fwlwfihg preexist. med. conditions f = 1. 1mrAL NEPONTER - 
Fefled back syndrome: depression. 1. Name, aiMress&~phcne# 

4. fniti8L reporter 
also stnl report 

MU, IXFO ASSOC S&mission of a re ort does not constitute nn 
to FDA 

P 
Fecalmile 

e+tfssi~ that med cat perswr~. user tacility, 
dtstFikrtor, nmufacturer or product caused or - 

w Yes c 3 no PRvsIcIAN c 1~8s I lno tX3unk 

Form 35DOA contributed to the event. 

I 

8003040228 
Produced by Purdue to the 0 1 - Stateof Connecticut 



ME&WATCH 

THE FDA MEDICAL PROWCYS REPDRYING PRCGRUZ 

PlJPduc Pharma t.P. 

Page I of 1 

2. to. event 
. _..._. --.. 

1' 
A. Ofamwsis for use CW&cation) 5. Event abated after 

NCU-UAMLJGM4Nt PAM TW Or dose 

5. Date of event 4. Date of rhfs Kept D3MV2oal 
if known> 7. Exp. Date 

i. Descrtba evwt or prpblear fl: 

h 67.year-otd fmsfe pntfmt dewto _LJ_-.-ll --9- _- __ .- ---- *1* P 
colitis, itsus and 

td da e, while fakhg 
9. NDC # for prod probtelns only 

ryoachm h 
id art&it P 

rachloride> 20 rag 
tl 13)‘~s DClnO 1 IN/A . 

s. The case wes 
# t 1)‘s I 3~ 5 IN/A 

-old femeie p&lent uao, .A l.u&.-,.L,~.. -I- ---L--11--l 10. Cmwmitattr medical produota and therapy data "c-*uILcy.cc 

111. Contact offlca - MRle/atireas 

II Purdue Phanna F.P. 

ITS 

I: 
1 

ST4nFDfzO FOMJH 
AHFORD, Cf W'C¶-3W 

Ii 
” . 

Reluvant testsllaboratory date, Cncluding dates 
RELEVANT TESWZAB DATA: 

4. Date Rec'd by Mfr. 5. 
02/2Cwoo1 <A>NDA# 20-333 

6. Lf IND, protocol # ZND# 

1 7. of rep& 
- QLA# 

7 
(chec T all thet apply] 

I IS-day IxllS-day 
!x?= :: :g 
product 

5. R rt Swrce 
<%ck all that 

’ 4wlY) 
M foreim 

: II ffi3ature 
11 cm.kauacr 
W heatth 
f&J ~zJ%:, 

represcntar ive 
13 distributor 
t 1 other: 

8. h&w-se event tat-r&) 

$L&XS 
PAM ABDO 

9~O~;29rewt nuuhf 

other relevant history, including preexist. med. cwdfricms -E. ZWlTIAt REPORTER j- 

Chronic patyarthrftis . l.Name,eWress&ohone#, 

I 
2. zieatul 

HED INFO ASSOC Suknission of a re@ort does not constitute an' 
professional? 

‘3. occupst1an 4. Znftial reporter 
8bo sent repx-t 
to FDA. 

Pacsimf~e 
admCs@on that mwfrcal pcrscwel, user facility, 
distrrbutor, menufecturer or product cswed or L 

tX3 ye8 Cl no UNKIMUN Slyes IXlno I lunk 1 
Form35OOA cmtrl’buted Co the event. 

8003040239. 
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FlEDWATCH PURDUE PHARHA L.P. 

FDA Approved 1 l/08/93 

Mfr report # 2011526 

UF/Dist reobrt # 
;Hf FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 1 of 2 ml‘3 1kP rlnlt 

= A. PATIENT INFORMATION L, m C. SUSPECT MEDICATION(S) 1-d 

1. Patient identifier 2. A9z6a;Ez;;nt 3. Sex 4. Weight 

RE 
Lbs 

1. Name (give labeled strength & mfr/labeLer, if known) 

D& 
- fX1 female or 

K I male kss 
#1 Oxycontin CR Tabtets, 160 mg Ko 
#2 OxyIR Capsules Koxycodone hydroc s 

codone hydrochloride) 
Loride) 

= 8. ADVERSE EVENT DR PRODUCT PROBLEM I- 2. Dose, frequency & route 3.Therapy datescif unk, give dur) 

1. KXI Adverse Event and/or K 3 Product problem #f 760 MG OID PO 
- #2lDDMGUNKNOUNPO 

#‘I 2/2001 
#2 212001 

- 3/13/2dOl (CONTIN) 
2. F;cg;whattrib. to event K I disabilfty 

- 3/13/2001 (CONTIN) 

(mo/day/yyl 
t 3 congen anomaly 

K 1 life-threatening 
f 1 required intervention 

4. Diagnosis for use (indication) 5. Event abated after 
use stopped or dose 

K 1 hospitalization - 
to prevent perm damage 

K 1 other: 
#l NON-MALIGNANT PAIN 
#2 NON-MALIGNANT 

reduced 
initiat or prolonged 

I. Date of event 2//2001 

i. Describe event or problem 
4. Date of this Rept 04/09/2001 

#2 t 3 yes K Ino KXI N/A 

3 ~~~~~ ##: 
8. Event reappeared 

after reintroduction 
A 46-YEAR-OLD FEMALE PATIENT EXPERIENCED WITHDRAWAL 
SYMPTOMS IN FEBOI, MNILE TAKING OXYCONTIN 
(CONTROLLED-RELEASE OXYCDDDNE HYDROCNLDRIDE) 160 MG TABLETS 
AND OXYIR (IMMEDIATE-RELEASE OXYCODONE NYDROCHLORIOE) 5 MG 
CAPSULES FOR PAIN ASSOCIATED WITH AMYOTRQPHlC LATERAC 
SCLEROSIS KALS). APPROXINATELY FIVE YEARS AM), THE PATlENT 
BEGAN TAKING.OXYCONTIN. ON AN UNSPECIFtED DATE, THE PATIENT 
BEGAN TAKING OXYCONTIN 40 HG FDUR TIMES A DAY. 
APPROXJNATELY 1.5 WEEKS LATER, THE DOSE WAS INCREASED TO Sli, 
HG FOUR TINES A DAY AND OXYIR 5 MG UP TO 20 CAPSULES A 
DAY UAS PRESCRIBED FOR BREAKTHROUk PAIN. APPROXIMATELY 
FCUk YEARS AGO THE DOSE OF OXYCoNTJN WAS INCREASED TO 160 
MG FDUR TINES A DAY AND OXYIR WAS INCREASED TO UP TO 30 
CAPSULES A DAY. ON AN UNSPECIFIED DATE THE OXYCONTIN WAS 
INCREASED TO 200 MG FOUR TIMES A DAY Ki X 160 MG TABLET ANU 
1 X ,40 MG TABLET). REPORTEDLY, THAT DOSE MADE THE PATIENT 
SLEEPY. IN FESOI, THE PATIENT UAS TRANSFERRED TO A NEU 
PHYSICIAN. THE WSE OF OXYCONTIN UAS REDUCE0 TO 160 MC F(XIR 
TIHES A DAY. THE DOSE OF OXYtR UAS REDUCED TO UP TO 18 
CAPSULES A DAY. THAT SAME MONTH THE PATIENT EXPERIENCED 
WITHDRAWAL SYMPTOMS KOESCRIBED ki ABDOHINAL CRAMPS, 
DIARRHEA, LOSS OF APPETITE. WElGHT LOSS, BACK PAIN 
INSOMNIA AND UNABLE TO WALK). THE PHYSICIAN WAS CCkULTED. 
REPORTEDLY, THE PATIENT WAS TOLD “FACE IT, YCU’RE ADDICTED 
TO OXYCDNTJN.” DXYCONTIN TREATMENT CONTJNUES AND THE 
SYNPTDHS PERSIST. NO FURTHER INFDRMATIDN WAS PROVIDED. 

9. NDC # for prod problems only 
- $i : :;z : 

IO. Con&nitant medical ‘roducta and ther 
ZANAFLEX KTJZANIDIHE NY!RDCHLOREDE) KCDNT%):teS 
DILAWID <HYDROMORPHONE) (CONTIN) 

m G. ALL MANUFACTURERS 1-1 

1. Contact office - name/address s 

PURDUE PHARMA L.P.’ 
1 STAMfORO FORUM 
STANFORD, CT 06903-3431 

. 

It 4. Date kec’d bv Mfr. 15. I 
II 03/13/2001’ -... I&~)NDA# 20-553 

Relevant tests/laboratory data, including dates 

RELEVANT TESTS/DATA: UNKNOWN 

6. If JND, protocol # I ND# 

PLA# 

pre-1938 I f yes 

K Ifi-day K 115-day 
OTC 
product 

I Yyes 

t I 

Other relevant history, in&&ins preexist. med. 

AMYOTRQPHIC LATERAL SCLEROSIS KALS) 

condit ions 

- 
2. Phone nunber 

(2033 588-8000 

5. R 
<3-z: %%t 
VJJlY) 

K I foreign 

M Ec&re, 

K 3 heaLth 
professional 

I1 user facility 
Zjcaitpt7y _ 

rFreentative 
; : $:Fibutor 

: 

KKI N/A 
KXJ N/A 

It 

11 K I ID-day KXl,periodic IS. Adverse event term(s) 

m E. INJTIAL REPORTER 

1. Name, address & phone # 

4. Initial reporter 

NED INFO ASSOC Suk@ssion of a report does not constitute an 

Facsimi to 
admrssion that medical personnel, user facility, 

Form 3500A 
distributor, manufacturer or product caused or 

I 3 yes KXI no K lyes C lno [Xlunk 

contributed to the event. 
Page 5 
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PURDUE PHARMA L.P. 
Mfr. report # 2011526 

Page 2 of 2 

35OOA Cant inuation Page 

C8. ADVERSE EVENT TERMS Cccntinued) 

y&y 

SAIT ABNORM 
SOMNOLENCE 

Page 6 
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f THE FDA HEDICAL PR#)UCTS REPORTlUG PROGRAM Patge 1 of 2 

l A. PATIENT iWFORluTION 1-7 - - C. SUSPECT HEDIUTION(S> 1-1 

tfficr 2. AgeT;&gvent 3. Sex 1. Nate <Gfve labeled strensth L mfr/labeter, if know) 

40 au (oxyoo&me hydrochloride) 

m  8. ADVERSE &'E&~P~GD%6&L&j = - -- ,- " 2. Owe, frequemy & mute J.fherepy date&f ?k, give dur) 
1. Do Adverse Event a&or Cl Product problem 11 40 HP cm w W? 4/3/2DDl 

12. outeunes attrib. to event 
I I death 

t I dloetdtity 
- W  28 HO TlD PO iYE 4/3/2001 - - w88 IfEEj 

Crp/day/W 
t I CoftQen enolmily 4. Dlakmosfm for uee cindicatfon) 

CXI lifrthre8tenfng 
Ml required tntewntion 

to prevent perel dam 

IS. Egn;,~bated after 

I I hospfteliZ8tion - 
inftfal or prolonged 

,eMl otheh MED. SI#IFl&T 
r&F Or *se 

- fl ~Xlyc8 t fnn c Ill/A 
3. Dsts of ewmt 5/3/2001 4. D8te of thta R8pt 07/26/2CQl 

'6. Lot X <if knoun) 7. Exp. Dete #2 CUyw I 3~ C IN/A 

5. Dacrik event or proialen 8 !l!%#i! a 
8. Event. FC8ppC8Md 

after refntroductfe 

An unid8ntified uatfent who ma belne t,rm~ttd wfth Gacfllln -1 ---It--. I.. IpiNDC X for prod probtem only I ', r 't-n rw'trr r 1UI. 
iI 6 ,,=- u-.IIIN 
#2 t3yC8 DMno 

PAXll. tPAROxETIHE) 
oducts 

LA&&PMZDLE 
and thempy dates 

DETROL LA (TOLTERChE TAt?TRATE,'ACTOG <PICGllTAZONE) 

i jiii 

vmm w me urwrea iswwca OT America. 
&-EXLfsbafng requested. 

Addf 
r 

ion81 
m 0. ALL MANUFACTURERS -----:-I- 

AWget---r informem received on ?5JUXOl~frm the 
1. Contect offfce - name/address 1 

ic!an.relatcdmthat the pettent uas uaIe, who 
rted) end 

Purdue Pharm8 L.P. 

i'ttrb% _ 
1SYAMfOUb FORM 
mMFoRD. 

3 
CT 06901-3431 

Relevant tests/hborstory data, includfryr dot88 

.~i~~;~~ Jire 

- 
!.Phononunber 
@03) 568~8000 

L R rt Source 
C%kk all that 
SpplY) 

Other relevant himtory. inoludin~ preexirt. med. condftions 

2. Hestth 
professionat? 

3. omxp8tion 4. Initfet reporter 
tp~f8nt report , 

HED INFO ASSOC Sukeiissfon of 8 ry?ort doe8 not cenetjtute 8n 
I," 110 

Fedsimite 
acfnission that medical personnel, wcr facility, 

Form 35OOA 
dirrtributor, mw%ifC&Urer or ptwdUCt C8USed or 

wyes CJno PHYSICIAN 

contributed to the event. 

8003045079 
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Purdue Phem i.P. 
Hfr. qwt # 2012485 

Page 2 of 2 

35ooA cc&inubtfall Pm2 

, 

621. ADMRSB EUENT TElUIS Wntbued) 

Uf7ImAU SYND 

8003045080 
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m A. PATIENT, IHFORNATIoN -[I- C. #t%‘%T ItEOtCA~iOit(8) I- 

l. Patient fdentfffer/Z. Age at event(3. Sex .w .,-.-a { 4. Wsht ., 111. Wmnc Csive tsbdad strength & mfr/labeler, if knnm) 
YC 1DAflI 

IDS 
D% 

CXI female or 
5 I Irmta 

#l OxyCwrtfn CR ‘loblets, 20 mg ~acycoctona hydrochloride> 
kss#. 

t OR PRODUCT PROBLEM h-, 2. Dose, frquemy & route IJ.Thsmpy datestif unk, give dur) 
' 1. a() Adverse Everjt and/or 20 NO QBH PO Xl mm31 

2. outcames ettrib. to event II disabilitv 

1 
5 i. Describe event or problem 

A 42"YEAR-OLD FEMALE PATIENT EXPERIENCED A BOML .-.-...- -- 1FlED 

I 

9. KCC I for prod prabltaw only 

EF 

#f C SyeS C lno WN/A 
# C  lye5 I 3na f WA 

!@,*;O MO 10. Concomitant medical products and therspy dates . "..a..- . . . 

II 1. Contact office - neM4ddrees 

II Purdue Phermn L.P. 
t STAMFORD FORUN 
STMFDRO. CT 06901-3431 * 

II - 

II 
II 

’ i3 
J I :I 

WAS PROVIDED. 

foreign 
StudV 
Literature 
consuaer 
heatth 
professi~t 

zF’iw 
represcntativo 
d&tutor 

6. Rekvanr tests/leboretory data, 

RELEVANT TESTSIDATA: UHKUOW 

7. Other relevant hfstory, including preegist. med. eonditkrm 

ASDWIMAL SURGERT; BURSlTIS IN THE 5tlUJLDER 1. Nsm, address P jhm # 

II 
2. Health 

profeasionel7 
3. ctccupatron 4, Initfal reporter 

elaa sent rajxwt -_ .-,.s co NR 
HED INM ASSOC Sukisrfon of a r rt does not constitute en 

Facsimile 
&~~isshm that Red cal persmne(, usor fxility, T c 3 yea Lx3 no t Jycs C ho Wunk 

Form 35OOA 
dk:;f&pbu,,zac;cr'or product caused or 

. 
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